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SUBJECT: Response to Comments Regarding the Preliminary Ecological Risk Assessment for the
Registration Review of Aldicarb

FROM: N.E. Federoff, Wildlife Biologist
James Lin, Environmental Engineer
Environmental Risk Branch 2
Environmental Fate and Effects Division (7507P)

THROUGH: Brian Anderson, Chief
Elyssa Arnold, RAPL
R. David Jones, Senior Agronomist
Environmental Risk Branch 2
Environmental Fate and Effects Division (7507P)

TO: Susan Bartow, Chemical Review Manager
Kevin Costello, Branch Chief
Risk Management and Implementation Branch 4
Pesticide Re-evaluation Division (7508P)

The Environmental Fate and Effects Division (EFED) has reviewed the submitted comments regarding
the Preliminary Risk Assessment conducted as part of the registration review of aldicarb. The pertinent
submitted comments and our responses are listed below:

Comment EPA-HQ-OPP-2012-0161-0077

The Environmental Fate and Effects Division (EFED) report suggests modeling concerns for potential risks to birds and
mammals. The NCC respectfully notes that the EFED report acknowledges no reports of incidents when aldicarb was used in
compliance with label instructions. EFED acknowledged uncertainty due to their understanding of the depth of soil cover
after application (Page 2, Table under Label Clarification). The NCC urges EFED to understand it is not easy to label the
depth of soil cover due to multiple agronomic variables that dictate seed placement in the soil. Seed placement in the soil will
vary by plant species as well as by soil type, soil moisture, rain forecast, and irrigation capabilities within a plant species.
However, the placement of the aldicarb with the seed in the seed furrow covered with soil enhances compliance because of
desired protection of the seed. The NCC encourages EFED to recognize the historical use that has demonstrated the lack of
real risk to birds and mammals when aldicarb is used as label instruction prescribe.

The NCC urges EPA to recognize the use of aldicarb at planting offers little opportunity for impact on honey bee colonies. It

is difficult to understand, from a biological and scientific perspective, why EPA would predict a risk to honey bees from an
m-furrow application at planting. Although cotton flower development depends greatly on temperature and time (degree
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days), it typically takes more than 40 days from planting to flower development. The biological efficacy of aldicarb applied
in the soil at planting does not persist for this duration of time. Additionally, studies previously provided to EPA have
demonstrated that honey bees are not attracted to cotton pollen. Similarly, studies have shown little nectar production in pre-
flowering cotton. EPA is urged to refine this risk assessment to reflect these biological data.

NCC appreciates the opportunity to comment on this important crop protectant product and urges the agency to favorably
consider its registration.

EFED Response

The over-riding concern for aldicarb is the high risk of mortality to birds and mammals. Aldicarb is very
highly toxic to avian and mammalian species. It is a systemic pesticide and a potent cholinesterase
(ChE) inhibitor. Acute and chronic RQs for aldicarb can be misleading since it can take the ingestion of
only 1 granule for mortality to occur (Balcomb et al., 1984). Supplemental open literature suggests acute
oral LDses of 0.75 mg/kg for passerine species. The mammalian LDsg is similar to birds at 0.9 mg/kg.
Exposure to aldicarb caused lower survivability and pup weights in offspring of all litters in testing
(reproductive LOAEL = 1.4 - 1.7 mg/kg-bw; NOAEL = 0.7 - 0.9 mg/kg-bw). These toxicity values
suggest that even if mammals survive acute aldicarb exposure they may suffer adverse reproductive
effects from chronic exposure. In addition, since there are risks to birds, risks to reptiles are also
possible.

Regarding incorporation, EFED modeled variable incorporation depths and still had risk to terrestrial
organisms. Assumptions of incorporation efficiency did not reduce the level of risk to avian and
mammalian species below the Level of Concern (LOC). EFED modeled 99% (for banded/sidedress),
99.5% (banded/sidedress and in-furrow) and 99.9% (banded/sidedress and in-furrow) incorporation
efficiency at EPA typical application rates to investigate whether such assumptions, albeit unrealistic,
would reduce the risk to below LOC for terrestrial wildlife. None of the modeling scenarios decreased
the avian or the mammalian risk beyond Agency levels of concern for any of the crops. It is assumed
that some amount of granules (even just one) may remain on the surface and that consumption of even a
small number of granules may produce mortality.

There have been numerous mortality incidents to birds and mammals where aldicarb was determined to
be a likely cause. Even though most of the reported incidents were either from the intentional or
accidental misuse of aldicarb, very few incidents that occur are reported to the EPA. The number of
documented kills is believed to be a small fraction of total mortality caused by pesticides. Mortality
incidents must be seen, reported, and have reports submitted to EPA to have the potential for entry into
the database. Incidents often are not seen, due to scavenger removal of carcasses, decay in the field, or
simply because carcasses may be hard to see on many sites and/or few people are systematically
looking. Poisoned animals may also move off-site to less conspicuous areas before dying. Incidents may
not get reported to appropriate authorities capable of investigating the incident for a variety of reasons
including the finder may not know of the importance of reporting incidents, may not know who to call,
may not feel they have the time or desire to call, or may hesitate to call because of their own
involvement in the kill. Incidents reported may not get investigated if resources are limited or may not
get investigated thoroughly, with residue analyses, for example. Also, if kills are not reported and
investigated promptly, there will be little chance of documenting the cause, since tissues and residues
may deteriorate quickly. Reports of investigated incidents often do not get submitted to EPA, since
reporting by states is voluntary.
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Aldicarb 1s considered highly toxic by acute contact to honeybees with an LDso of 0.285 pg/bee.
Because of its granular formulation, it is unlikely that there is a direct contact exposure scenario for
honeybees. However, other soil dwelling beneficial insects and invertebrates could be exposed to
aldicarb and aldicarb residues through contact with the granules. Contact with dissolved residues in
puddles and/or with plants (via pollen and nectar) due to its systemic nature is possible.

Comment EPA-HQ-OPP-2012-0161-0080

CCGGA asks that the EPA recognize that given the minimal risk, worker exposure and benefits of aldicarb and the critical
void that has been created since its lack of availability, current alternatives on the market would result in multiple
applications to achieve equivalent levels of protection that aldicarb provides. Additionally, our Associations asks that EPA
recognize the lack of impact aldicarb in-furrow applications has on honey bee colonies. Given the environment, temperature,
time (degree days) and other factors, cotton flower development typically takes more than 40 days. The efficacy of aldicarb
applied in the soil at planting does not persist for this duration of time. Additionally, EPA has been provided studies
demonstrating that not only are honey bees not attracted to cotton pollen but also that little nectar production in pre-flowering
cotton. We would urge EPA to refine the risk assessment to reflect this biological data.

EFED Response
See response to comment EPA-HQ-OPP-2012-0161-0077 above.

Comment EPA-HQ-OPP-2012-0161-0081
USDA Comments

Agquatic Exposure
EFA’s model results for aguatic exposure are based on Minnesota. However, per the Aglogic
150 label, aldicarb may NOT be apphied m Mmnesota.

Prinking Water Expasurse

Por "Table 1. Screening-Level TTR EDWCs for Proposed Uses of Aldicarh,” EPA's surface water sowee drinking water
resudts for drinking water were devived {or sugar bests o Minoesota. However, por the AgLogic 15 (G Inbel, aldicarh lubel
miay not be applied in Minnssotz, USDIA seeks a refined assessment more appropriate 10 the existing label.

Surface Water Refinement

EPA has assumed 100% PCA. Aldicarh bogan 1o be marketed as recently as 2016 g0 the PCA should be refined. The
Extenston Servies was uvnable {o ostimate the magritde of aldicarD adoption fr 2016, USDA 15 available (o asaist BPA Inter
i fhis vogand, USDA bopes that EPA will be able to refine the nent using confidential sales nformation from the
rogistrant. USDA roquests the risk nutnbers be mors rofined using the Pesticide in Water Caloulator (PWO) moded insioad of
the SWOC,

Dirinking Water Refinement

USDa belioves the swriace water values will be much tmproved when the dopth of the farows are faken o account and
also the fnches of soil used fo cover aldicarh granules by the applicator {0 be clarificd by the registrant)y in furrows and foy
side-dressings and also i Minnesots were not used as the representative site. Moreover, thers are numerons states whers
aldicarb cannot be applied. Also, the label provides dircctions for on appropriate actions in arcas of vulnerable soils whersas
the EFA PRZM-GW assmmnes "high leaching potential soils”

It appears that Minnesots was used 28 the basis for the ground water assessment, USDIA seeks that the modeling be based on
where aldicard is currently labeled. This would sccurately reflect the application time, metesrology, soil fypes, soil
temperatures and pH of where aldicarb 15 used. EPA's refined assessment should also ke into consideration the soil
restrictions noted on the Iabel for cach Bisted sinte beginming on Page 17 of the Aglogic 150G label. USDIA notes the label
restrictions regarding vilnerable sotls to protect grouwndwater which may be used for drinking water such as) "If Aglogic

i
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13¢5 15 apphicd (o ootton as mn AL-Plant application aud a Side Dress spplication and a valnerable soif is prosent and the water
fable is loss than 25 feot below ground surthice, do not apply within 1 000 feet of 8 drinking water woll anfess s known oy
reasonably belioved based upon srhoritative souwces that such wells are cither cased o 7 80 feet below ground lov

minimnnt of 30 feet

EFED Response

Comment EPA-HQ-OPP-2012-0161-0077

The Environmental Fate and Effects Division (EFED) report suggests modeling concerns for potential risks to birds and
mammals. The NCC respectfully notes that the EFED report acknowledges no reports of incidents when aldicarb was used in
compliance with label instructions. EFED acknowledged uncertainty due to their understanding of the depth of soil cover
after application (Page 2, Table under Label Clarification). The NCC urges EFED to understand it is not easy to label the
depth of soil cover due to multiple agronomic variables that dictate seed placement in the soil. Seed placement in the soil will
vary by plant species as well as by soil type, soil moisture, rain forecast, and irrigation capabilities within a plant species.
However, the placement of the aldicarb with the seed in the seed furrow covered with soil enhances compliance because of
desired protection of the seed. The NCC encourages EFED to recognize the historical use that has demonstrated the lack of
real risk to birds and mammals when aldicarb is used as label instruction prescribe.

The NCC urges EPA to recognize the use of aldicarb at planting offers little opportunity for impact on honey bee colonies. It
is difficult to understand, from a biological and scientific perspective, why EPA would predict a risk to honey bees from an
in-furrow application at planting. Although cotton flower development depends greatly on temperature and time (degree
days), it typically takes more than 40 days from planting to flower development. The biological efficacy of aldicarb applied
in the soil at planting does not persist for this duration of time. Additionally, studies previously provided to EPA have
demonstrated that honey bees are not attracted to cotton pollen. Similarly, studies have shown little nectar production in pre-
flowering cotton. EPA is urged to refine this risk assessment to reflect these biological data.

EFED Response
See response to comment EPA-HQ-OPP-2012-0161-0077 above.

Comment EPA-HQ-OPP-2012-0161-0082

Among the information reviewed was a report from the Environmental Fate and Effects Division (EFED) that suggests
concerns for potential risks to birds and mammals. Despite the fact that the EFED report included no reports of harmful
mcidents when aldicarb is used in compliance with label instructions to support their concern, the authors did acknowledge
uncertainty related to their understanding of the depth of soil cover after application. Seed placement in the soil will vary by
plant species as well as by soil type, soil moisture, rain forecast, and irrigation capabilities. However, the placement of
aldicarb in the sced furrow that is mechanically covered with soil minimizes the potential for exposure to non-target
organisms. PCG encourages EFED to recognize the historical use data that demonstrates the lack of real risk to birds and
mammals when aldicarb is used according to the current label. PCG also encourages the EPA to also recognize that use of
aldicarb at planting offers little opportunity for impact on honey bee colonies. EPA is urged also to refine its risk assessment
of aldicarb in regard to honey bees to reflect biological data from studies that show cotton exhibits little nectar production
pre-flowering and that honey bees are not strongly attracted to cotton pollen; that flower development in cotton typically
takes 40 or more days; and that the biological efficacy of aldicarb applied at planting does not persist for that length of time.
Based on the available data, it is clear that aldicarb poses a minimal risk to honey bees and other species and continues to
meet the standards for registration under FIFRA when used according to current label instructions. Aldicarb continues to
provide cotton producers a safe and effective alternative for control of early season insect and nematode pests and we look
forward to its continued availability.

EFED Response
See response to comment EPA-HQ-OPP-2012-0161-0077 above.

Comment EPA-HQ-OPP-2012-0161-0083
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Aglogic Chemical LLC holds a registration for aldicarb technical and an aldicarb end use product in the United States. We
appreciate the ability to review and offer comments on the EPA Aldicarb Proposed Risk Assessment. Our comments are
offered on the attached pages:

MRID 49956504 - Ritter, A. (2016). Aldicarb: Drinking Water Exposure Assessment for Preliminary Risk Assessment —
AgLogic Comments, Rebuttal and Revised Modeling.

MRID 49956506 - Hancock, G (2016). AgLogic Response to USEPA Preliminary Ecological Risk Assessment in Support of
the Registration Review of Aldicarb

EFED Response

See responses to these documents under comments for MRID 499565-04 and -06 below.

Comment EPA-HQ-OPP-2012-0161-0084
EFED Response

MRID 49956504: Drinking Water Exposure Assessment for Preliminary Risk
Assessment Agl.ogic Comments, Rebuttal and Revised Modeling

Surface Water - Considering the application methods currently on the label there should be no contaminated granules
available to contribute to exposure via surface water puddles should they form. Aglogic believes that the current Aglogic
15G label application methods pose minimal risk to Nontarget aquatic and terrestrial wildlife due to current cultural practices
and disagrees with EPA’s conservative conclusions. Despite this, AgLogic is willing to consider potential label modifications
to remove the T-band and peanut foliar applications, leaving only the in-furrow application method on the label. With the in-
farrow application method, the gramular formulation is incorporated at planting, at depth along with the crop seeds, and
immediately covered up to a minimum of [-inch below the soil surface. This meets the aquatic modeling requirement for no
potential for aquatic exposure with incorporation of the granule a minimum of 2 cm below the soil surface (i.e., 100%
incorporation), consistent with the assumption the Agency made relative to sweet potatoes in the aquatic assessment. Thus
the EECs for all labeled uses are 0 (i.e., no exposure). With no exposure from the in-furrow application method (i.c., EECs of
0), the worst case RQs for all crops would be 0, indicating negligible risk to aquatic and terrestrial organisms.

EFED Response

MRID 49956506: Aglogic Response to USEPA Preliminary Ecological Risk
Assessment in Support of the Registration Review of Aldicarb.

The overall conclusion of this response to the risk assessment is that the weight of evidence based on over 45 years of
aldicarb use in the US, the near lack of incident data attributed to label use of aldicarb, highly refined agricultural practices
and equipment, the way growers use aldicarb, and state-of-the-art probabilistic aquatic and terrestrial risk assessments that
concluded minimal probability of risk, convincingly refute to presumption of risk that has followed all the USEPA ecological
screening level risk assessments triggered by the various regulatory actions.

EFED Response

There have been numerous mortality incidents to birds and mammals where aldicarb was determined to
be a likely cause. Even though most of the reported incidents were either from the intentional or
accidental misuse of aldicarb, very few incidents that occur are reported to the EPA. The number of
documented kills is believed to be a small fraction of total mortality caused by pesticides. Mortality
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incidents must be seen, reported, and have reports submitted to EPA to have the potential for entry into
the database. Incidents often are not seen, due to scavenger removal of carcasses, decay in the field, or
simply because carcasses may be hard to see on many sites and/or few people are systematically
looking. Poisoned animals may also move off-site to less conspicuous areas before dying. Incidents may
not get reported to appropriate authorities capable of investigating the incident for a variety of reasons
including the finder may not know of the importance of reporting incidents, may not know who to call,
may not feel they have the time or desire to call, or may hesitate to call because of their own
involvement in the kill. Incidents reported may not get investigated if resources are limited or may not
get investigated thoroughly, with residue analyses, for example. Also, if kills are not reported and
investigated promptly, there will be little chance of documenting the cause, since tissues and residues
may deteriorate quickly. Reports of investigated incidents often do not get submitted to EPA, since
reporting by states is voluntary.

Regarding incorporation, EFED modeled variable incorporation depths and still had risk to terrestrial
organisms. Assumptions of incorporation efficiency did not reduce the level of risk to avian and
mammalian species below the Level of Concern (LOC). EFED modeled 99% (for banded/sidedress),
99.5% (banded/sidedress and in-furrow) and 99.9% (banded/sidedress and in-furrow) incorporation
efficiency at EPA typical application rates to investigate whether such assumptions, albeit unrealistic,
would reduce the risk to below LOC for terrestrial wildlife. None of the modeling scenarios decreased
the avian or the mammalian risk beyond Agency levels of concern for any of the crops. It is assumed
that some amount of granules may remain on the surface and that consumption of even a small number
of granules (even just one) may produce mortality.

Regarding the submitted probabilistic aquatic and terrestrial assessments, EFED conducts its
assessments with current Agency approved methods. These assessments do not currently use
probabilistic methods of risk assessment.

Comment EPA-HQ-OPP-2012-0161-0086

The Environmental Fate and Effects Division (EFED) report suggests modeling concerns for potential risks to birds and
mammals. The NCC respectfully notes that the EFED report acknowledges no reports of incidents when aldicarb was used in
compliance with label instructions. EFED acknowledged uncertainty due to their understanding of the depth of soil cover
after application (Page 2, Table under Label Clarification). The NCC urges EFED to understand it is not easy to label the
depth of soil cover due to multiple agronomic variables that dictate seed placement in the soil. Seed placement in the soil will
vary by plant species as well as by soil type, soil moisture, rain forecast, and irrigation capabilities within a plant species.
However, the placement of the aldicarb with the seed in the seed furrow covered with soil enhances compliance because of
desired protection of the seed. The NCC encourages EFED to recognize the historical use that has demonstrated the lack of
real risk to birds and mammals when aldicarb is used as label instruction prescribe.

The NCC urges EPA to recognize the use of aldicarb at planting offers little opportunity for impact on honey bee colonies. It
is difficult to understand, from a biological and scientific perspective, why EPA would predict a risk to honey bees from an
in-furrow application at planting. Although cotton flower development depends greatly on temperature and time (degree
days), it typically takes more than 40 days from planting to flower development. The biological efficacy of aldicarb applied
in the soil at planting does not persist for this duration of time. Additionally, studies previously provided to EPA have
demonstrated that honey bees are not attracted to cotton pollen. Similarly, studies have shown little nectar production in pre-
flowering cotton. EPA is urged to refine this risk assessment to reflect these biological data.

EFED Response
See response to comment EPA-HQ-OPP-2012-0161-0077 above.
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Comment EPA-HQ-OPP-2012-0161-0087
Earthjustice suggests that the EPA prevent contamination of drinking water by aldicarb. Action is long overdue. Suggests
agency moves quickly to ban these toxic pesticides now.

EFED Response
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